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DETAILED ACTION 
Information Disclosure Statement 

The information disclosure statement (IDS) submitted on 8/22/06 and 6/1/09 were filed in 
a timely manner. The submission is in compliance with the provisions of 37 CFR 1 .97. 
Accordingly, the information disclosure statement is being considered by the examiner. 

Claim Objections 

Claim 26 objected to because of the following informalities: Claim 26 is misnumbered as 
26 an independent claim after claim 26, a claim dependent fi-om claim 25. Appropriate 
correction is required. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in pubhc use or on 
sale in this country, more than one year prior to the date of appUcation for patent in the United States. 

Claims 1, 2, 5-16, 19-21 and 23-26 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Roos et al (USPN 5,840,338 hereafter '338). 

The '338 patent teaches an oral gel formulation comprising a gelatinous formulation (col. 
4, lin. 1-8) comprising various gel forming polymers such as hydroxypropylcellulose, 
hydroxypropylmethylcellulose and polyethylene oxide (col. 4, lin. 26-35). The gel swells upon 
absorbing water (col. 43, lin. 45-63). The gel also can include pectin, agar and hyaluronic acid 
(col. 41, lin. 6-17). Pharmaceutically active agents are loaded into the gel network (col. 4, lin. 
35-45). Included in the formulation are vitamins such as B12 (col. 9, lin. 65-col. 10, lin. 5), 
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aspirin and ibuprofen, compounds useful for treating analgesia (col. 22, lin. 20-coi. 23, lin. 40). 
The gel includes buffers that adjust the pH (col. 60, lin. 35-38) and perfumes for aesthetic 
purposes (col. 61, lin. 1-10). These disclosures render the claims anticipated. 

Claims 1, 2, 4, 5, 12-14, and 19-27 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Cherukuri et al (USPN 6,482,465 hereafter '465). 

The '465 patent teaches an oral dosage form comprising various gelatinous matrix 
materials (abstract). The dosage forms comprises type B gelatin with a bloom of 250, and 
vitamin B complex (Table 9). The formulation comprises plant extracts such as ginseng and St. 
John's Wart (col. 13, lin. 24-35). The formulation includes olfactory compounds such as flavors 
and sweeteners flavors (col. 9, lin. 10-45). The formulation fiirther comprises analgesics as well 
as prescription and non prescription active agents such as anti-tumor and cancer treating agents 
and acetaminophen (col. 10, lin. 50-col. 11, lin. 5). The formulation further comprises a small 
concentration of water (Table 2). Regarding the variable thickness limitation of the instant 
claims, it is the position of the Examiner that the dosage form of the '465 patent would 
inherently meet this limitation by teaches a dosage form with the same components and the 
instant claims. The claims requires an active agent, water and a hydrogel forming component. 
The '465 patent discloses such a formulation. Sweeteners are added to mask the taste of active 
agents, yet they are not necessarily delivered to the mouth. Since a composition and its 
properties cannot be separated, and a compositions properties are a result of its components, if a 
composition has the same components as a another they should also have the same properties. 
As such the '4components has the same components applied the same way and would inherently 
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have the same viscosity properties as the instant claims. For these reasons the claims are 
anticipated by the prior art. 

Claims 1, 2, 13-20, 23 and 27 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Ananthraman et al (WO 01/01789 hereafter '789). 

The '789 patent teaches an oral formulation comprising an active agent and a gelatinous 
components in the form of a gel that is usefiil in delivering active agents to a pediatric patient 
suffering from dysphagia (abstract, pg 1, lin. 5-10). The composition is of a variable thickness, 
in the form of a pudding depending on the mixture with a viscosity from 4000-5000 cps (pg 3, 
lin. 20-30, pg 6, lin. 8-16). The gel comprises vitamin and proteins, including vitamin B12 (pg 
5). The formulation also comprises a pH modifying components that balances the flavor as well 
(pg 6, lin. 1-10). These disclosures render the claims anticipated. 

Claims 1-3, 5, 12-20 and 23 rejected under 35 U.S.C. 102(b) as being anticipated by 
Donnelly et al (USPN 3,904,771 hereafter '771). 

The '771 patent teaches a gelatinous formulation comprising type A gelatin with a Bloom 
of 180 (col. 2, lin. 40-50, example 2). The gelatin is cold water soluble and is included in 
various dosage forms including easily swallowed desserts such as ice cream and pudding 
(Example 2). The formulation comprises buffers that chemically adjust the pH (col. 3, lin. 20- 
25). The formulation fiirther comprises non prescription medicaments such as vitamin C along 
with olfactory and flavoring agents (col. 4, lin. 8-26). Regarding the administration of the 
dosage form to pediatric patients suffering dysphagia, it is the position of the Examiner that the 
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cold dessert preparations of the '771 would inherently be usefiil in such a method since the only 
method step is administration and gelatin based puddings are well established as dosage forms 
used in pediatric medicine. The cold-water soluble gelatin based desserts of the 771 patent 
comprising vitamins established would inherently meet the limitations of administering active 
agents to pediatric patients since they are delivered to patients in need thereof And comprise the 
identical components of the instant claims. These compounds aid in the flavor and acceptance of 
the gelatinous dosage form aiding in swallowing, disclosures render the claims anticipated. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MICAH-PAUL YOUNG whose telephone number is (571)272- 
0608. The examiner can normally be reached on Monday-Friday 8:00-5:30; every other Friday 
off 

If attempts to reach the examiner by telephone are unsuccessfiil, the examiner's 
supervisor, Michael G. Hartley can be reached on 571-272-0616. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Michael G. Hartley/ 

Supervisory Patent Examiner, Art Unit 1618 



/MICAH-PAUL YOUNG/ 
Examiner, Art Unit 1618 



